
Important Information about Isotretinoin (Accutane) 
 
 
 
 
In an effort to ensure the safe use of isotretinoin the FDA has strengthened the distribution program for 
isotretinoin (Accutane) used in treating severe acne. The program called iPLEDGE, is aimed at preventing 
the use of the drug during pregnancy. Isotretinoin (Accutane and it’s generics) is a highly effective drug for 
severe recalcitrant nodular acne but it carries a significant risk of birth defects if taken during pregnancy. 
 
Doctors, patients and pharmacies can obtain program information and register with iPLEDGE via the 
Internet at www.ipledgeprogram.com or telephone 1-866-495-0654. 
 
Under the current program, wholesalers and pharmacies must register with iPLEDGE to obtain isotretinoin 
from a manufacturer. Starting December 31, 2005, all patients and practitioners must register and agree to 
accept specific responsibilities before receiving authorization to prescribe or use the drug. 
 
A reporting and collection system for serious adverse events associated with the use of isotretinoin has also 
been implemented.  All pregnancy exposures to isotretinoin must be reported immediately to the FDA via 
the MedWatch 1-800-FDA-1088 and to the iPLEDGE pregnancy registry at 1-866-495-0654 or on the 
iPLEDGE website at www.ipledgeprogram.com. 
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